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DETAILED ACTION 
Drawings 

1 . The drawings were received on 29 August 2008. Tliese drawings are 
acceptable. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 28 -30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
Applicants regards as the invention. 

Re claim 28, claim line 8: The phrase "said at least one test region" lacks 
antecedent basis. 

Re claim 30, claim line 9: The phrase "said at least one test region" lacks 
antecedent basis. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 25 and 26 are rejected under 35 U.S.C. 102(a) as being anticipated by 
WO 03/012421 (Yosliida et a!.). 

With respect to the limitations of claims 25 and 26, Yoshida et al. disclose a 
biosensor, comprising: a base layer (3); an electrode layer supported by the base layer, 
the electrode layer having a first electrode (31 ) and a second electrode (32), the first 
and second electrodes respectfully extending from first and second electrode leads (32) 
and having central portions; a cover layer (4) disposed above the electrode layer, the 
cover layer having a projection (40) defining a sample cavity; a fluid inlet area (42) in 
fluid communication with said sample cavity; and first and second vents (51-53), the first 
vent (51) having a first guide edge and the second vent (52) having a second guide 
edge opposing the first guide edge, the first and second guide edges opposing each 
other above at least one of the central portions of the first and second electrodes. 
Additionally, the electrodes have central portions, an intermediate area between said 
first and second opposing guide edges being disposed above one of the central portions 
of the electrodes. 

6. Claims 18-26 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,120,420 (Nankaietal.). 

With respect to the limitations of claim 18, Nankai et al. disclose a biosensor, 
comprising: a sample cavity (8) for accepting sample fluid, the sample cavity having an 
fluid inlet (10); first and second vents (13, 12) within the sample cavity, the first and 
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second vents having respective first and second vent edges and being disposed along a 
fluid pathway of the sample cavity such that the first vent (13) is closer to the fluid inlet 

(10) than the second vent is; a first reagent area disposed along the sample cavity 
beneath said first vent (13), col. 8, lines 11-14; and a second reagent area disposed 
along the sample cavity beneath the second vent (12), col. 8, lines 11-14. 

Nankai et al. further disclose that the first and second vents (13, 12) are spaced 
along the fluid pathway such that sample fluid entering the fluid inlet (10) contacts the 
first and second vent edges in succession, CLAIM 19. Additionally, the sensor is 
designed whereby the first reagent is adapted to react with the sample fluid for a first 
optimum reaction time and the second reagent is adapted to react with the sample fluid 
for a second optimum reaction time, the second optimum reaction time being less than 
the first optimum reaction time, CLAIM 20, because the a sample fluid must travel a 
tortuous path prior to reaching the vents. Nankai et al. also disclose an additional vent 

(1 1 ) having vent edges and being disposed along said fluid pathway, CLAIM 21 , and 
additional reagent areas disposed along the sample cavities respectively beneath the 
additional vent, CLAIM 22, col. 8, lines 11-14. 

With respect to the limitations of claims 23 and 24, Nankai et al. disclose a 
method for analyzing a fluid sample, comprising: accepting said sample fluid within a 
sample cavity via capillary action, the sample cavity having a fluid inlet (10) and first and 
second vents (11-13) disposed along a fluid pathway, the sample cavity further having a 
first reagent disposed beneath said first vent and a second reagent disposed beneath 
said second vent, col. 8, lines 11-14; the first and second vents having first and second 
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vent edges; guiding said fluid sample along said fluid pathway via capillary action such 
that the fluid passes the first vent before passing the second vent; and filling the sample 
cavity (8) such that the sample fluid first fills a first volume beneath the first vent and 
later fills a second volume beneath the second vent. Nankai appears to provide a time 
delay between the time at which the sample fluid fills the first volume beneath the first 
vent and the time at which the sample fluid fills the second volume beneath the second 
vent is greater than about three seconds, by providing a tortuous path for the sample 
fluid to flow in order to reach each vent. 

With respect to the limitations of claims 25 and 26, Nankai et al. disclose a 
biosensor, comprising: a base layer (1); an electrode layer supported by the base layer, 
the electrode layer having a first electrode (41) and a second electrode (42), the first 
and second electrodes respectfully extending from first and second electrode leads (21 , 
22) and having central portions; a cover layer (7) disposed above the electrode layer, 
the cover layer having a projection defining a sample cavity (8, 81, 82); a fluid inlet area 
(10) in fluid communication with said sample cavity; and first and second vents (11-13, 
or 1 1 , 1 2), the first vent (1 1 ) having a first guide edge and the second vent (1 2) having a 
second guide edge opposing the first guide edge, the first and second guide edges 
opposing each other above at least one of the central portions of the first and second 
electrodes. Additionally, the electrodes have central portions, an intermediate area 
between said first and second opposing guide edges being disposed above one of the 
central portions of the electrodes. 
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Response to Arguments 

7. Applicants' arguments filed 29 August 2008 have been fully considered but they 
are not persuasive. 

With respect to Applicants' argument, page 12, lines 9-12, that Yoshida et al. fail 
to disclose "a first vent having a first sample guide edge and said second vent having a 
second sample guide edge opposing said first sample guide edge, said first and second 
sample guide edges opposing each other above at least one of said central portions of 
said first and second electrodes", the examiner respectfully disagrees. Yoshida et al. 
show in the figures first and second vents (51-53), the first vent (51 ) having a first 
sample guide edge and the second vent (52) having a second sample guide edge 
opposing the first guide edge, the first and second sample guide edges opposing each 
other above at least one of the central portions of the first and second electrodes. 
Figure 4 also shows the vents (51-53) being directly above a central portion of the 
electrodes (33-35). Moreover, Applicants' argument with respect to Yoshida et al., page 
12, lines 12-15, may be true; however, the operability of the guide edges as argued by 
Applicants does not matter since the functionality of the guide edges of the first and 
second vents is not present within the limitations recited in claims 25 and 26. 

With respect to Applicants' argument, page 12, lines 26-30, and page 13, lines 
that Nankai et al. fail to disclose the limitation recited in the argument, the examiner 
disagrees; however, the examiner argues that the limitation recited by Applicants is not 
found within claim 18; and thus cannot be argued by the examiner with respect to 
Nankai et al. and in combination with all of the remaining limitations recited in claim 18., 
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With respect to Applicants' argunnent, page 13, lines 12-14, that Nankai et al. fail 
to disclose that the discharge ports/vents guide the fluid sample along a fluid pathway 
such that the fluid passes the first vent before passing the second vent, the examiner 
agrees with Applicants' position but also notes that this limitation/feature is not found 
within the limitations of claim 18. No functionality for the vents has been set forth within 
the limitations present in claim 18. Since the above limitation is not found in the claims, 
the examiner cannot further comment with respect to Nankai et al. 

With respect to Applicants' argument, page 13, lines 19-21 , that Nankai et al. fail 
to disclose that the discharge ports/vents guide the fluid sample along a fluid pathway 
such that the fluid passes the first vent before passing the second vent, the examiner 
agrees with Applicants' position but also notes that this limitation/feature is not found 
within the limitations of claim 23. No functionality for the vents has been set forth within 
the limitations present in claim 23. Since the above limitation is not found in the claims, 
the examiner cannot further comment with respect to Nankai et al. 

With respect to Applicants' argument, page 13, lines 11-12 and 17-19, that no 
portion of the discharge port disclosed in Nankai et al. provides the sample guide edges 
recited within claim 25, the examiner respectfully disagrees. Nankai et al. show that the 
discharge ports have edges and are directly located above the central portions of the 
electrodes. Applicants appear to "suggest" that the guide edges of the vents perform 
some function without claiming the specific function. Claim 25 as currently written only 
recites a vent having sample guide edges, which only means a vent having edging 
since the intended guiding functionality has not been expressly recited. 
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Allowable Subject Matter 

8. Claims 1-17 and 27 are allowed. 

9. Claims 28-30 would be allowable if rewritten or amended to overcome the 
rejection(s) under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action. 

1 0. THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action Is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action Is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

1 1 . Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to DANIEL S. LARKIN whose telephone number Is 
(571)272-2198. The examiner can normally be reached on 8:30 AM - 5:00 PM Mon-Fri. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Hezron Williams can be reached on 571-272-2208. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://Dair-direct.uspto.qov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Daniel S. Larkin/ 

Primary Examiner, Art Unit 2856 

03 December 2008 



